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BHumaHue: ocHoeol rnpu nposedeHuU aHanu3a si8/iIsiemcsi opuauHas UHCMPYKYUU Ha aHasl. s3biKe.

1 HA3BAHUE U NPEOHA3HAYEHME

AHTUCnepmanbHble aHTuTena ELISA komnaHun DRG — 37O HafeXHbld KONMMYECTBEHHbIM aHanu3 Ha OnpefeneHust aHTUTen K cnepmaro3oupam
yenoseka. Matepnanom uccnegoBaHua SBNSETCS CbIBOPOTKA.

2 KNWHWYECKOE 3HAYEHUME

AHTWTENa K aHTUreHam cnepmaro3onaoB MOryT NnpmBoAuTb K 6ecnnoguto n MYXXYUH U XKEHLLWH. an/IMeHeHI/Ie TeCT-CUCTEMbI Cp OPr ans onpegeneHua
aHTucnepmMarnbHbIX aHTUTEN pekoMmeHayeTca Ana AunarHoCTukn UMMYHOINOrM4eckux HapyLIJeHI/II;I CpepTI/IJ'leOCTI/I.

HexenaTtensHoe Becnnoame cTaHOBUTCS cepbe3Hol npobrnemoin, ¢ kotopol ctankusaTcs Ao 20 % cynpyXeckux nap penpoaykTMBHOro Bospacta. B
20% cny4yaeB NpucyTCTBUE aHTUCNEepMarnbHbIX aHTUTEN y naumMeHToB obomx nomno onpeaensiemo. (Lahteenmaki A et al: Hum Reprod (1995) 10, 2824-
28; Nagy ZP et al: Hum Reprod (1995) 10, 1775-80).

Becnnognem, cornacHo BO3 (WHO Laboratory Manual for the Examination of Human Semen and Semen Cervical-Mucus Interaction, 1999)
Ha3blBaeTCs OTCYTCTBME 3a4aTusi B TeueHue 12 MecsiLeB perynsipHbiX HE3aLUULLEHHbIX NMOMOBbIX KOHTakToB. OCHOBHOW MPUYUHON UMMYHOMOMMYECKUX
HapyLleHWin chepTUNbHOCTU SBMSIETCS BbIpaboTka aHTUTEN K aHTUreHaM crepmaTo30UoB.

AHTUCNEPMAanbHbIE aHTUTENa OKa3blBaloT FEeTEPOreHHoe BIWSIHUE Ha CMOCOGHOCTL CMepMbl K OMnnofoTBOpeHuto. LLIMpoko M3BecTeH MHrMBUpyoLwmii
achhekT aHTUCTIepMarnbHbIX aHTUTEN Ha NOABWXHOCTL CNEPMaTO30MAO0B 3a CHET CBSA3bIBAHUS C UX MOBEPXHOCTHIO W arrfTUHUPYIOLLMX MPOLIECCOB.
(Zouari R et al: Fertil Steril (1993) 59, 606-12).

BsavmopevictBre cnepmato3ovga U SAWLEKNETKM W Mocregylollee CBA3bIBAHWE W MPOHWKHOBEHME B XENTOYHYI0 06OOMouvky oouuTa MOXeT
MHrMBUpoBaTLCA aHTUCnepManbHbIM aHTuTenamu. [locnegylowme crnvsiHie sIMUEKNEeTKM U crnepmarto3ouaa  Tak ke MOXeT OblTb ocnabneHo
npucyTCTBMEM aHTuUcnepManbHblx aHTuten (Mazumdar S et al.: Fertil Steril (1998) 70, 799-810; Kutteh WH: Hum Reprod, (1999) 14, 2426-9).

CornacHo Crosignani et al. (Crosignani et al.: PG et al.: Hum Reprod (1998) 13, 2025-32) npoueHT 6epeMeHHOCTEl Y nap, rAe XeHLW Ha Unu MyxJuHa
MMeeT aHTucnepMarbHble aHTuTena Ha 38% HuKe Mo CPaBHEHWIO C KOHTPOMbHLIMU rpynnamu. bonee Toro, BNUsiHWE Ha UMMNMaHTaUMIO U Ha paHHee
pasBuTME NMOAA Tak e MOXHO NOATBEPAUTL. ACCOLMaLLIMN aHTUCTepMCarbHbIX aHTUTEN C HEBLIHALLMBAEMOCTLIO Tak e obcyxaalTcs.

YacToTa crnyyaeB HanuumMsi aHTUcnepmMarbHbIX aHTuTen y 6ecnnogHeix nap goxoaut o 20% (LahteeHmaki A et al.: Hum Reprod (1995) 10, 2824-28;
Nagy ZP et al.: Hum Reprod (1995) 10, 1775-80).

AHTVCNepMarnbHble aHTUTena MOryT NPUCYTCTBOBAaTb PacTBOPEHHBIMU B 3AKYNSTE WNM Ha MNOBEPXHOCTW Cnepmarto3ounpoB. AHTUCMepMarbHblie
aHTMTEena moryT ObiTb OBHapyxeHbl Y XeHWwMH u y myxumH (Clarke GN et al.. Am J Reprod Immunol Microbiol (1985) 7, 143-7). Y >eHLMH
aHTUcnepmarbHble aHTUTena MoryT BbITb HAXOAUTHECS B LLEEYHOW CMN3K, B XUAKOCTY ALeBofa nnm donnmkynapHOn XUAKOCTU. MyX4uHbl, y KOTOPbIX
6onee 50 % cnepmaTo30MA0B MOKPbITHI aHTUCNEpPManbHbIMU aHTUTeNnammn, UMetoT 3aMmeTHO Bonee Huskyto depTunsHocTb. (Abshagen K et al.: Fertil
Steril (1998) 70, 355-6).

3 OBJIACTU NPUMEHEHUA

ELISA Habop &. P ans onpeneneHns aHTUcnepMmarnbHbIX aHTUTEN MOXET NPUMEHSITLCA B KITMHWYECKOWN NpakTuke Ans AMarHOCTUKU MMMYHOTE€HHOro
6ecnnoamnst y My>XUmH v KEeHLMH.

4 NPUHUMN AHATTU3A

Habop onsa onpeneneHus aHtTucnepmanbHbix aHtuten ELISA (Enzyme Linked ImmunoSorbent Assay) — aTto TBepaodasHbii MIMMYHOMEPMEHTHbIN
aHanua Ans KonM4ecTBEHHOro ornpeaeneHns aHTucnepmarbHblX aHTUTEN B CbIBOPOTKE YenoBeka, OCHOBaHHbIN Ha NPUHLMME «CaHABUYa»

MI/IKpOI'IJ'IaHLIJeT NOKPbIT CMeCbio chnepMaribHbiX MNPOTEMHOB, pacno3HaBaeMblX aHTUcnepMalnbHbIMU aHTUTEeNnamMu. O6pa3Lu>| n CtaHgapThbl
NMNETUPYOTCA B NTYHKU U MHKyGMpleTCH. Bo BpemMa I/IHKy6aL|,I/II/I aHTucnepmMarsnbHble aHTUTENa CBA3bIBAlOTCA CO cCnepMalnbHbIMU NPOTEUHAMU N TaKUM
06p630M CpI/IKCI/IpyPOTCFl Ha nnawke. Nocne NPOMbIBKM nobasnsieTcs wepMeHTHblﬁ KOHBIOraT, COCTOALLMMI U3 MOMUKIOHANbHbLIX @HTUTEN K aHTUreHHbIM
AeTepMnuHaHTaMm cnepmMarnbHbIX 6enkoB, KOBaANEHTHO CBA3aHHbIX C I'IepOKCI/I,D,aSOI;I XpeHa. Mocne NPOMbIBaHNA HECBA3AHHOIO KOHbKOrata okucnaeTca
nobaBnsemMbim pacTBopoOM TMB, uTo paet LIBETOBYIO peakuutko, KoTopaa npekpawlaetTca nobaBneHnem cTon-pacTteopa. MornoweHne namepdaeTca npm
OnuHe BonHbl 450 HV Ha MUKponnaHweTHOM puaepe. PeKomeHnyeTcn NpoOBECTU CpaBHUTENIbHOE N3MepeHue Ha ANIHE BOJTHbI >550 HMm.

5. PEATEHTbI
ona 96 mamepeHun

peareHTbl Kon-BO

MUKPOTUTPOBAJibHbI€ JTYHKU NOKPbITble aHTUreHOM cnepMbl 96 JIYHOK

Habop cTaHAapTOB aHTMCNepMarnbHbIX aHTUTen ELISA

— Crangapt 1 (31 E/Mn — 6ecuBeTHbIV Konna4ok)
— CtaHpaapT 2 (62 E/mMn — 6enblit Konnadok) 0,5 mn/dpnakoH
— CraHpapt 3 (125 E/Mn — XenTbl KONnayok)
— CrtaHgapT 4 (250 E/Mn — cyHUi konnayok)
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KoHTponb (3eneHbl konnayok) 0,5 mn

&

Bydep ansa passegeHus (Tak e UcnonbayeTcs kak bnaHk- peareHT / HyneBomn

ctanaapt / 0 E/mn) 2x50 mn

NMpoMbIBOYHbIN pacTBop (10x) 50 mn

PepMeHTHbIN KOHBIOraT (FOTOBbI K UCTMOMNb30BaHMI0) 8 mMn

PacTtBop cy6cTtparta (TMB, roToBbIl K MCNOMb30BaHUI0) 13 mn

CTton pactBop (0.25 mol/l H,SO,4) 13 mn
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10.

AONONHUTENbHbLIE MATEPUANDI

MukponnaHweTHbIn puaep ¢ punbTpoMm 450 HM, ONUMOHHO € peddepeHTHbIM PUNLTPOM >550 HM.
MwuKpoTUTpoBanbHbIE MUNETKN CO CbEMHbLIMU HakOHeYHuKamu: 5 mkr, 50 mkn and 500 mkn.
Mpobupkn ans pasBegeHnst o6pasLioB.

[ucTunnupoBaHHasa Unu AenoHU3npoBaHHasa Boaa.

Abcopbupytouiasa bymara.

Wcnonb3oBatb TOMbKO kanMbpoBaHHbIe MUNETKU U UHCTPYMEHTbI.

OBLUE 3AMEYAHUA

[aHHbIn Habop NnpegHasHayYeH TOMbKO Arst AMAarHOCTUKKM in-vitro.

M3beraTb koHTakTa co Cton-pactBopom. OH MOXET BbI3BaTb OXOMM U pasgpaxeHne KOXu.

He nuneTtupyiTe pToMm.

O6paLlartbCsi Co BCEMU peareHTamm Kak ¢ NoTeHUMansHo MHULUPOBAHHBLIMU, T.€. C NPEAENbHOM OCTOPOXHOCTBLHO.
Mpu paboTe cnegyiiTe HauMoHanbHbLIM NpaBunaMm U TpeboBaHMsM No Ge3onacHoOCTU.

WUHCTPYKUWMM NO NOAIOTOBKE PEATEHTOB

He ucnonb3oBaTb peareHTbl U3 pasHbiX HabopoB.

[loBecTu Bce peareHTbl O KOMHATHOWM TeMnepaTypbl Nepes UCNomnb30BaHEM.

MepemMelunBaTh BCe peareHTol, n3beras BCNeHMBaHUs.

Mocne Hayana aHanu3a Bce aTanbl AOMKHbI NPOBOAWTbLCS Ge3 nepepbiBa.

MuneTupoBaTb BCe peareHTbl Ha AHO NyHKW. LLieikupoBaHue n nepeMellnBaHne peareHToB Nnocne NUNeTMpoBaHust He TpebyeTcs.

[ns kaxporo obpasua cnonb3oBaTh HOBbLIN HAKOHEYHMUK.

Mepen Hayanom uccrnefoBaHUs PeKOMEHOYETCS MOArOTOBUTb BCE PeareHTbl, CHATb KPbILKW, 3aKpenuTb HeoOXOAMMOoe KONMMYEeCTBO CTPUMNOB B
nepxarene, U T.4. 3To 06ecneunT paBHble NPOMEXYTKM BPEMEHW ANA KAXA0ro atana nuneTupoBaHus.

[na onTumanbHoro pesynbTata HeoOXOAMMO TWaTerlbHO MPOMbIBATb JYHKM MNocne WHKyGauuw, yaanss ocTaTkKu COAEPXKMMOro JyHOK
MNONHOCTbLIO.

OnTtumanbHas TemnepaTtypa B paboyem noMmelLeHUn gorkHa coctaBnsate 20°C — 22°C.

NS cHUXeHWst oWMBGOYHOCTY pe3ynbTaToB PEKOMEHAYETCS MPOBOAUTL UCCHefoBaHMe B AyOnsX.

YKA3AHUA NO XPAHEHUIO U CPOKW TOOHOCTH

XpaHuTb peareHTbl npu 2°C — 8°C.

PeareHTbl cTabunbHbl 40 AaTbl CpoKka rogHOCTY

PasbaBneHHbIV MotoLLmMA pacTBOp CTabunbHbIN 4 Hegenu npu Temneparype 4-8°C.
Cpasy nocrne “cnonb30BaHUsi MNOTHO 3aKpblBaTb hniakoHbl C peareHTamu.

XpaHnUTb MUKPOTUTPOBANbHbIE CTPUMbBI B FepMETUYHON YrakoBKe ¢ Bnaronoronotutenem. OcTaBLUMECS CTPUMbI XPaHUTb B NIIOTHO 3aKpbITON
ynaKkoBKe C BMaronornoTUTeNeM. Npu cobnoaeHUM YCIIOBUI XpaHEeHUS! CTPUNbl CTaBUNbHbI MO MeHbLUER Mepe 4 Hedenu nocrne BCKpbITUS
YNaKoBKM.

OBPA3LbI
CbiBOpoTKa

11. 3ABOP N MOAIOTOBKA OEPA3LIOB

3abpaTtb KpoBb BEHOMYKHUWEN, AaTb CBEPHYTLCS, OTAENUTb CbIBOPOTKY LIEHTPUGYrMpoBaHMEM TNpU KOMHATHOM Temnepatype; Wsberaite
remonusa. He ponyckaiiTe NOBTOPHOrO 3aMOPaXUBAHUA U Pa3MOPaXKUBAHUA. XpaHUTe NPoBUPKK TLATENBHO 3aKPbITEIMU, MOCKOMBKY BO3MOXHO
3arpsis3HeHne UM USMeHeHMe KOHLeHTpauum.

1. Tpwu paboTe c obpasuamm cobnogaTb OCTOPOXKHOCTb, T.K. OHWU MOTYT GbiTb UHPULMPOBaHLI.

2.  He M3BECTHO BNUsiHME BHELLHMX (DAKTOPOB MMM OPYrUX BELLECTB.

3.  O6pa3sLbl MOXHO XpaHUTb NPU pasnM4YHON TeMneparype:

- npu Temnepatype o 30°C: [o Tpex aHew

- B xonogunbHuke (2—8°C): po 1 Hegenu

- B 66ITOBOM Mopo3unbHuke (-10°C — -20°C): go 1 roga

BHumanue!!!

He cywecTByeT MeTOAOB TECTUPOBAHWSA, KOTOpble rapaHTupoBanu 6bl, 4To obpasubl U peareHTbl He cogepxat Bupyca lenatuta B, BUY (HIVAHTLV-
IINLAV) n ppyrux Bo3byautenen MHMEKUMOHHbIX 3aboneBaHuin. [1oaToMy Bce MpOAYKTbl KPOBM M NpOObl NaLMEHTOB HYXHO paccMatpuBaTb Kak
noTeHunanbHO MHPULMPOBaHHbLIE.

12.

N =

NMPOLIEAYPA AHAITU3A

[loBecTun BCe peareHTbl 4O KOMHATHON TeMnepatypbl U TWaTenbHO nepemeLuarsb.

MpurotoBneHve npombiBodHOro pactBopa (10x): pa3BecTM KOHLEHTPMPOBaHHbLIA NPOMBIBOYHBIN pacTtBop (50 mn) pobasus 450 mn

AUCTUNNNPOBAHHON NN eNOHN3NPOBAHHOW BOAbl. BHUMaHMe: He ncnonb3oBaTb HEOYMLLEHHYIO BOAONPOBOAHYIO BoAy!

PasBecTu cbiBopoTku 1: 100 6ycbepom ans passeneHuss (passegeHne1:100: 5 mkn cbiBopoTkM + 495 mkn 6ydepa).

YcTaHoBUTL HEOBX0AMMOE KONMMYECTBO NYHOK B AepXaTernb.

[o6aBuTb 50 MK cTaHO4APTOB B COOTBETCTBYIOLLUE NYHKM.

[lo6aBnTb 50 MK pa3aBeAeHHON CbIBOPOTKM (MCMOSb3Yo HOBble HAKOHEYHMKM) B COOTBETCTBYIOLLNE NYHKU.

WHkyGupoatb 60 MuHyT npu 37 °C. PekoMeHayeTCst UCNonb30BaHNE YBNaXHUTENbHOWM KaMepbl.

Pe3Ko BbITPAXHYTb COAEpXMMOe NYHOK U NPOMbITL NyHKW Tpy pasa 200 Mk pasBefeHHOro NpoMbIBOYHOro pacteopa.

BbITpSXHYTb OCTaTku BOAbI M3 NYHOK, MOCTy4aB (B AepxXaTene) No NoBepXHOCTU MOKPbITON BNUTbIBalOLLEeR Gymaron unm TkaHbo.

Packanatb 50 Mkn dhepMEHTHOro KOHblorata B KaXkayto NyHKy.

NHkybuposaTb 60 MuHyT 37 °C. PekoMeHayeTcs UCnonb3oBaHne yBraXHUTENbLHON Kamepbl.

Pe3Ko BbITPAXHYTb COAEepXMMOe NYHOK U MPOMbITb NyHKW Tpy pasa 200 Mk pasBefeHHOro NpoMbIBOYHOro pacteopa.

BbITpSXHYTb OCTaTkn BOAbl M3 NYHOK, MOCTy4aB (B AepXaTene) No NoBepXHOCTU MOKPbLITON BNUTbIBalOLLEe Gymaron unm TkaHbHo.
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14. Packanatb 50 mkn pacTBopa cybcTpata B Kaxayto NyHKY cpasy nocre npoMbIBKU.
15.  WHkybuposaTb 30 MUHYT Npu KOMHATHOW TemnepaType.
16. OcTtaHOBUTL (hepMeHTaTMBHYK peakumio gobaeneHnem 50 MKM cTon pacTBopa B KaxAylo NMyHKY B TOW e MnocrefoBaTenbHOCTW, B KOTOPOW
pobaensancs cyberpar.
17.  WN3mepuTb nornowieHne obpasuos npu 450 HM He no3fgHee YyeM Yepe3 10 MUHYT NOCre OCTaHOBKM peakumn.

Kak npaBuno, hepmeHTaTvBHas peakuusi NMHEMHO NponopuMoHanbHa BPeMeHW W TemnepaType. JTO [AenaeT BO3MOXHON WHTEPMOMSUUIO Npu
hMKCUPOBaHHBIX (PU3NKO-XUMUYECKUX YCITOBUSIX.

T.k. kanubpaTopbl UCCNEQYTCA NPU KaXaoW NOCTaHOBKE, OTKMOHEHWS MOFMOLLEHUS HE BMUAT Ha NpaBUMbHOCTb pe3ynbTara. B nmobom cnydyae,
pekoMeHAYeTCs UCMOoNb30BaTh AOMONHUTENBHBIA BHYTPEHHUIA KOHTPOIb.

Cxema nunetupoBaHusa Ans ELISA HaGopa AnsA onpeaeneHUsl aHTUCNepManbHbIX aHTUTenN

1 2 3 4 5 6 7 8 9 10 11 12
A BNAHK BINAHK P 3 P 11 P 19 P 27 P 35
B S 1 P 4 P 12 P 20 P 28 P 36
] S 2 P 5 P 13 P 21 P 29 P 37
D S 3 P 6 P 14 P 22 P 30 P 38
E S 4 P 7 P 15 P 23 P 31 P 39
F P C P 8 P 16 P 24 P 32 P 40
G P 1 P 9 P 17 P 25 P 33 P 41
H P 2 P 10 P 18 P 26 P 34 P 42

B aToii cxeme pekomeHayemble No3nummn Ans 6naHkoB (Mcnonb3oBaTh bydep Ansa pasBeaeHuns obpasLoB, BXoAAWwmi B Habop), ctaHgapThl (S1 — S4),
nonoxutenbHbii koHTponu (PC) 1 obpasubl nauneHTos (P1 — P42) nokasaHbl B oybnsx.

13. NOACYET PE3YJIbTATOB

1. Moacuutatb cpenHue 3HaveHuss abcopbumm ans Kaxxgoro KOMMNekTa CTaHaapToB, KOHTPONen 1 06pasLoB NauneHToB.

2. Ol kaxpgoro ctaHgapTa oTobpaxaeTcss Ha rpaduke kak 3HadeHne Y (Ha ocu Y), a COOTBETCTBYIOLLME 3HAYEHWUS YPOBHEN aHTUCMEpMarnbHbIX
aHTUTen — Kak 3HadeHna X (Ha ocu X). MonyyeHHas kanMbBpoBoOYHaa KpMBasi UCNOMb3yeTcs Ast onpeaeneHnst 3Ha4eHn obpasLoB NaLneHTOB.
3HayeHuss Ol o6pasLLoB CbIBOPOTOK COOTHOCST C COOTBETCTBYHOLLMMM KOHLEHTPALUAMU aHTUCNepMarnbHbIX aHTUTEN MHTepnonsaunen.

3.  Wcnonb3ya cpegHee 3HaveHve abcopbuum ans kaxgoro obpasua  onpedenuTb KOHLEHTpauuMu aHTucrnepmarnbHbix aHTuten B E/Mn no
cTaHOapTHOW KpUBOW.

14. OrPAHUYEHWUA NPOLEQYPDLI

—  TMpwn Temnepatypax Bbiwe 30 °C (86 °F) obpasubl 4OMKHLI TPAaHCMOPTUPOBATLCS OXNaXaeHHbIMU. Bpemsi ocTaHOBKU (hepMeHTaTMBHOW LLBETOBOWN)
peakuum, BO3MOXHO, NoTpebyeTcs CoKkpaTuTb.

— He wucnonb3oBatb CUIIBHO FEeMONM3MPOBAHHLIE UMW NUNEMUYHbIE CbIBOPOTKM, @ TaK >X€ CbIBOPOTKA NaUMEHTOB C 3aboreBaHUsIMU MeYeHM.
PesynbTaTbl MOTyT M3MEHUTbLCA MOA BMAMSIHUEM ONpeAeneHHbIX MaToNorMYyeckux YCNOBWI, Hanp., MOMU- U MOHOKMOHasbHLIX FamManaTui,
ayTOMMMYHHbIX 3aboneBaHuii Unun NpyM U3BMeHEHHOM MMMYHHOM CTaTyce.

15. OXXWOAEMbIE 3HAYEHUA
HopmarnbHble 3HayYeHus: 0-60E/Mn
3aBblLLEHHbIE 3HAYEHUS: Bbilwe 60 E/mn
Ecnn 3HaueHve B npegenax okorno 3HayeHusi cut-off (55 + 65 E/mn), pekomeHayeTcss JOMNONHUTENbHOE U3MEPEHNE C UCMONb30BAHMEM HOBOIO
obpasua, 3abpaHHOro B TeveHne 2 Hefenb.

16. PABOYUE XAPAKTEPUCTUKU

1.  KoadmumeHT Bapuauumm B aHanuse: 6,88% (5.90 — 7,81 %)
[na onpepeneHus KoaUUMEHTaA BHYTPEHHEW Bapuauuv Uchosfib3oBanvcb 6 HabopoB 6  pasnuuHbIX nNapTuid (C pasHbIMKU gaTtamu
npoussoactea). OamH obpasel, nauneHTa ucnosnb3osarcsa 96 pas (ON= 1.0) 3a 1 nocTaHOBKY.

2.  KoadhdmumeHT Bapnauum mexay aHanusamm: 6,45% (4,84 — 7,52 %)

[ina onpepeneHns koadduLMeHTa BHELUHEN Bapuaumm ncnonb3oBanock no 1 ctpuny M3 12 HabopoB M3 LIECTW pasnuyHbIX NapTui (C pasHbIMK
Aaramu npounssoacTea). OaunH obpasel naumeHTa ncnonb3osancs 72 pasa (OlN= 1,0) 3a 1 nocTaHOBKy.

UHPOPMALUNA AJ15 3AKA3A:

umn «qUAMEB»
Yn. YopHoeona, 97, 2. MeaHo-PpaHKkoecK, 76005
Ten.: (0342) 775122
Ten/ghakc: (0342) 775612
E-mail: info@diameb.ua
www.diameb.ua



